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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission(s) filed on 
12/28/2009 and 12/29/2009 have been entered. 

Notice of Amendment 

2. In response to the amendment(s) filed on 12/28/2009 and 12/29/2009, the 
current rejections of the claim(s) 1,6-11, 15-20, 23-29, 32-37, and 40-43 is/are 
withdrawn. The following reiterated ground(s) of rejection is/are set forth: 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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4. Claims 10, 15-17, 28, 32-34, 36, and 40-42 are rejected under 35 U.S.C. 102(e) 
as being anticipated by Johansen et al. (US 7,303,533 B2, hereinafter Johansen). 

5. For claims 10, 28, and 36, Johansen discloses and shows an intracorporeal 
device (10 and/or 20) comprising a guidewire (10 and/or 20), comprising inter alia: 

• an elongate shaft (column 2 lines 48-52) inherently having a proximal end, inherently 
having an opposing distal end, and defining a longitudinal shaft axis extending along 
the shaft length between the proximal and distal ends; 

• a helically wound coil (20) (as best seen in Figure 2) (column 3 lines 27-67) having a 
plurality of windings (24) (as best seen in Figure 2) (column 3 lines 27-67), inherently 
having an outer perimeter (the outer perimeter of helically wound coil 20 as best 
seen in Figure 2), inherently forming a coil length (the coil length of helically wound 
coil 20 as best seen in Figure 2), inherently having a proximal end, inherently having 
an opposing distal end, and defining a longitudinal coil axis extending along the coil 
length between the proximal and distal ends, and said coil length disposed about a 
portion of the distal end of the elongate shaft (column 2 lines 48-52); and 

• a plurality of joining elements (22) (as best seen in Figure 2) (column 3 lines 27-67) 
longitudinally disposed on only a portion of the outer perimeter (as best seen in 
Figure 2) (as best seen in Figure 2) (column 3 lines 27-67) and longitudinally 
disposed along the coil length (as best seen in Figure 2) (column 3 lines 27-67), 

• wherein each joining element is located at a longitudinal position along the coil 
length relative to the coil axis and only couples two or more coil windings (column 3 
lines 27-67), 
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• wherein each joining element is a discrete element (as best seen in Figure 2) 
(column 3 lines 27-67), 

• wherein the longitudinal position at least one of the plurality of joining elements is 
longitudinally offset from at least the longitudinal position of at least one other joining 
element along the coil length as viewed from a direction traverse to the coil axis (as 
best seen in Figure 2) (the Examiner notes in Figure 2, each of the 3 welds are 
longitudinally offset from one another as viewed from a direction traverse to the coil 
axis), 

• wherein at least one of the plurality of joining elements is longitudinally spaced apart 
from at least one other joining element in a direction along the longitudinal axis (as 
best seen in Figure 2), 

• wherein at least one of the plurality of joining elements is disposed more distal than 
at least one other joining element (as best seen in Figure 2), and 

• wherein at least one of the plurality of joining elements is disposed closer to the 
proximal end than at least one other joining element (as best seen in Figure 2) with 
no longitudinal overlap in a direction along the longitudinal axis (as best seen in 
Figure 2) (the Examiner notes when looking down the coil along axis 26 the joining 
elements are spaced without overlap). 

6. For claims 15, 32, and 40, Johansen discloses and shows the guidewire, wherein 
the joining elements form a uniform pattern of joining elements along the coil length (as 
best seen in Figure 2) (column 3 lines 27-67). 
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7. For claims 1 6, 33, and 41 , Johansen discloses and shows the guidewire, wherein 
each joining element couples 3 to 10 coil windings (as best seen in Figure 2) (column 3 
lines 27-67). 

8. For claims 17, 34, and 42, Johansen discloses and shows the guidewire, wherein 
each joining element is a discrete element aligned orthogonal to the windings in a radial 
direction (as best seen in Figure 2) (column 3 lines 27-67). 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 0. Claims 1 , 6-9, 1 1 , 1 8, 29, 35, 37, and 43 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over Johansen et al. (US 7,303,533 B2, hereinafter Johansen). 

11. For claims 1 , 6-9, 1 1 , 1 8, 29, 35, 37, and 43, Johansen discloses and shows the 
guidewire, as set forth and cited above, including the claim limitations of claims 6-8 (see 
paragraphs 4-7 above), except for expressly disclosing (a) the plurality of joining 
elements comprising at least ten joining elements disposed along the coil length and (b) 
each joining element has a width in the range of 0.1 to 0.5 mm and a length in the range 
of 0.1 to 1.5 mm. 
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12. For claims 1 , 6-9, 1 1 , 1 8, 29, 35, 37, and 43, as evidenced by Applicant "the 
number and size of the joining elements can be varied to obtain the desired 
characteristics". The Specification at at least pages 7-8 reads as follows: 

• "A plurality of joining elements 120 can be disposed along the coil length L The joining elements 
couple a plurality of coil windings 105 together. Each joining element 105 may join from 2, 3, 4, 5, 6, 
7, 8, 9, or 10 or more coil windings 105 together. There maybe 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 
14, 15, 16, 17, 18, 19, 20, 25, 30, 35, 40 or more joining elements 120 disposed in a uniform or non- 
uniform pattern along the coil length. In at least some embodiments, the joining elements 120 may 
only function to join coil windings 105 together. For example, in at least some embodiments, the coil 
joining element or elements 120 join a plurality of coil windings 105 together, but do not act to join any 
other structure within the device 100. In such embodiments, the coil joining element or elements 120 
act only to join coil windings 1 05 together, and do not join any other structure to the coil. For example, 
in some such embodiments, the joining elements 120 do not join the coil 110 to the shaft or core 130. 

• "The joining elements 120, by interconnecting a series of coil windings, can provide enhanced torque 
transmission along the coil length L and/or enhanced push- ability while still providing flexibility that a 
coil 110 offers. The degree of enhanced torque transmission and/or push-ability is dependent at least 
in part on the number of joining elements along the length of the coil, and the size of each joining 
element (i.e. the number of coil windings joined be each joining element). Those of skill in the art, and 
others will recognize that as a general proposition, that greater enhanced torque transmission and/or 
push-ability can be achieved by using a greater the number of joining elements along a coil length, 
and/or by increasing the number of coil windings 105 joined by each joining element 120. The number 
and size of the joining elements 120 can be varied to obtain the desired characteristics. 

• "In some embodiments, the joining elements 120 may have a length in the range of about 0. 1 to 
about 1.5 mm and a width in the range of about 0.1 to about 0.5 ram. The joining elements 120 can 
be discrete elements aligned orthogonal to the coil windings 105 as illustrated in Fig. 1. The joining 
elements 120 may be formed of a material the same as or different from the coil 110. The coil 
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windings 105 define an outer perimeter 150. The joining elements 120 can be disposed about the 
outer perimeter 150 such that only a portion of the outer perimeter 150 is covered by joining elements 
120. In some embodiments, each joining element 120 maybe disposed on less than 1/10 of the total 
outer perimeter 150 of each winding 105." 

1 3. Thus for claims 1 , 6-9, 1 1 , 1 8, 29, 35, 37, and 43, Johansen discloses the 
claimed invention but does not disclose expressly the number and size of the joining 
elements as claimed. It would have been an obvious matter of design choice to a 
person of ordinary skill in the art to modify the guidewire as taught by Johansen with the 
number and size of the joining elements as claimed, because Applicant has not 
disclosed that the number and size of the joining elements as claimed provides an 
advantage, is used for a particular purpose, or solve a stated problem. One of ordinary 
skill in the art, furthermore, would have expected Applicant's invention to perform 
equally well with configuration of the joining elements as taught by Johansen, because it 
provides for configuring the degree of stiffness, flexibility, and torqueability of the 
guidewire by altering the number of welds (i.e. joining elements) (column 3 lines 55-58) 
and since it appears to be an arbitrary design consideration which fails to patentably 
distinguish over Johansen. Therefore, it would have been an obvious matter of design 
choice to modify Johansen to obtain the invention as specified in the claim(s). 

14. Claims 19, 20, and 23-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johansen et al. (US 7,303,533 B2, hereinafter Johansen) in view of 
Erickson et al. (US 5,664,580, hereinafter Erickson). 



Application/Control Number: 10/656,418 Page 8 

Art Unit: 3736 

1 5. For claim 1 9, Johansen discloses and shows the guidewire, as set forth and cited 
above, except for expressly disclosing at least one joining element does not couple to 
any of the two or more coil windings coupled by the at least one other joining element. 

16. For claim 19, Erickson teaches an intracorporeal device (10) (as best seen in 
Figures 1-2) comprising a guidewire (10) (as best seen in Figures 1-2), comprising inter 
alia: at least one joining element (column 5 line 56 - column 6 line 59) (as best seen in 
Figures 1-2) does not couple to any of the two or more coil windings (20) (column 5 
lines 8-36) (as best seen in Figures 1-2) coupled by the at least one other joining 
element (column 5 line 56 - column 6 line 59) (as best seen in Figures 1-2). 

17. All the claimed elements were known in the prior art and one skilled in the art 
could have combined the elements as claimed by known methods with no change in 
their respective functions, and the combination would have yielded predictable results to 
one of ordinary skill in the art at the time of the invention. All of the guidewire coil 
joining element configurations are known in Johansen and Erickson. The only 
difference is the combination of the guidewire coil joining element configurations into a 
single guidewire configuration. Thus, it would have been obvious to one having 
ordinary skill in the art at the time of the invention to combine the guidewire coil joining 
element configurations as taught by Johansen with the guidewire coil joining element 
configurations as taught by Erickson to achieve the predictable results of increasing the 
efficacy of a guidewire coil to traverse tortuous vasculature by configuring the flexibility 
and/or torqueability of the coil by using an alternate guidewire coil joining element 
configuration. 
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18. For claims 20 and 26, Johansen in view of Erickson discloses and shows the 
guidewire, as set forth and cited above, except for expressly disclosing (a) the plurality 
of joining elements comprising at least ten joining elements disposed along the coil 
length and (b) each joining element has a width in the range of 0.1 to 0.5 mm and a 
length in the range of 0.1 to 1 .5 mm. 

1 9. For claims 20 and 26, as evidenced by Applicant "the number and size of the 
joining elements can be varied to obtain the desired characteristics". The Specification 
at at least pages 7-8 reads as follows: 

• "A plurality of joining elements 120 can be disposed along the coil length L The joining elements 
couple a plurality of coil windings 105 together. Each joining element 105 may join from 2, 3, 4, 5, 6, 
7, 8, 9, or 10 or more coil windings 105 together. There maybe 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 
14, 15, 16, 17, 18, 19, 20, 25, 30, 35, 40 or more joining elements 120 disposed in a uniform or non- 
uniform pattern along the coil length. In at least some embodiments, the joining elements 120 may 
only function to join coil windings 105 together. For example, in at least some embodiments, the coil 
joining element or elements 120 join a plurality of coil windings 105 together, but do not act to join any 
other structure within the device 100. In such embodiments, the coil joining element or elements 120 
act only to join coil windings 105 together, and do not join any other structure to the coil. For example, 
in some such embodiments, the joining elements 120 do not join the coil 110 to the shaft or core 130. 

• "The joining elements 120, by interconnecting a series of coil windings, can provide enhanced torque 
transmission along the coil length L and/or enhanced push- ability while still providing flexibility that a 
coil 110 offers. The degree of enhanced torque transmission and/or push-ability is dependent at least 
in part on the number of joining elements along the length of the coil, and the size of each joining 
element (i.e. the number of coil windings joined be each joining element). Those of skill in the art, and 
others will recognize that as a general proposition, that greater enhanced torque transmission and/or 
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push-ability can be achieved by using a greater the number of joining elements along a coil length, 
and/or by increasing the number of coil windings 1 05 joined by each joining element 1 20. The number 
and size of the joining elements 120 can be varied to obtain the desired characteristics. 
• "In some embodiments, the joining elements 1 20 may have a length in the range of about 0. 1 to 
about 1.5 mm and a width in the range of about 0. 1 to about 0.5 ram. The joining elements 120 can 
be discrete elements aligned orthogonal to the coil windings 105 as illustrated in Fig. 1. The joining 
elements 120 may be formed of a material the same as or different from the coil 110. The coil 
windings 105 define an outer perimeter 150. The joining elements 120 can be disposed about the 
outer perimeter 150 such that only a portion of the outer perimeter 150 is covered by joining elements 
120. In some embodiments, each joining element 120 maybe disposed on less than 1/10 of the total 
outer perimeter 150 of each winding 105." 
20. Thus for claims 20 and 26, Johansen in view of Erickson discloses the claimed 
invention but does not disclose expressly the number and size of the joining elements 
as claimed. It would have been an obvious matter of design choice to a person of 
ordinary skill in the art to modify the guidewire as taught by Johansen in view of 
Erickson with the number and size of the joining elements as claimed, because 
Applicant has not disclosed that the number and size of the joining elements as claimed 
provides an advantage, is used for a particular purpose, or solve a stated problem. One 
of ordinary skill in the art, furthermore, would have expected Applicant's invention to 
perform equally well with configuration of the joining elements as taught by Johansen in 
view of Erickson, because it provides for configuring the degree of stiffness, flexibility, 
and torqueability of the guidewire by altering the number of welds (i.e. joining elements) 
(Johansen, column 3 lines 55-58) and since it appears to be an arbitrary design 
consideration which fails to patentably distinguish over Johansen in view of Erickson. 
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Therefore, it would have been an obvious matter of design choice to modify Johansen in 
view of Erickson to obtain the invention as specified in the claim(s). 

21 . For claims 23-25 and 27, Johansen discloses and shows the guidewire including 
the claim limitations of claims 23-25 (see paragraphs 4-7 above) and for claim 27, 
Johansen discloses and shows the guidewire, wherein each joining element is disposed 
on less than 1/10 of the outer perimeter of each winding (as best seen in Figure 2). 

Response to Amendment 

22. The declaration filed on 12/28/2009 under 37 CFR 1 .131 has been considered 
but is ineffective to overcome the Johansen et al. reference (US 7,303,533 B2). 

23. MPEP 715, especially section 715.07 III, explicitly states with respect to 
antedating a reference using a 1 .131 declaration to show prior invention, in part, the 
following: 

• "The showing of facts must be sufficient to show: 

o > (actual)< reduction to practice of the invention prior to the effective date of the 
reference; or 

o conception of the invention prior to the effective date of the reference coupled with due 
diligence from prior to the reference date to a subsequent (actual) reduction to practice; 
or 

o conception of the invention prior to the effective date of the reference coupled with due 
diligence from prior to the reference date to the filing date of the application (constructive 
reduction to practice)."; 

• "Conception is the mental part of the inventive act, but it must be capable of proof, as by 
drawings, complete disclosure to another person, etc."; and 

• "In general, proof of actual reduction to practice requires a showing that the apparatus actually 
existed and worked for its intended purpose." 
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24. The declaration filed 1 2/28/2009 fails to provide proof of an actual reduction to 
practice prior to the effective date of the reference because there is no showing that the 
apparatus actually existed or that it worked for its intended purpose. Conversely, the 
exhibit relied upon, comprising invention disclosure # 03-00071 of Scimed Life Systems, 
Inc., appears to show a scope of a "process" or "method" of fabricating a guidewire 
element. The exhibit is not an actual prototype of the claimed device, nor does it even 
describe one. The exhibit does not appear directed to a "device" or "apparatus". 

25. The declaration filed 1 2/28/2009 fails to provide proof of conception of the 
claimed device prior to the effective date of the reference and moreover fails to provide 
due diligence from prior to the reference date to a subsequent actually reduction to 
practice. 

26. Furthermore, the Examiner notes the exhibit, directed towards a method of 
fabrication of solely a coil having soldered zone portions, does not appear 
commensurate with the scope of any of the pending claims and the declaration does not 
attempt to describe and/or explain the relationship between the exhibit and the claimed 
limitations. 



Response to Arguments 

27. Applicant's arguments filed 12/29/2009 have been fully considered but they are 
not persuasive. 

28. Applicant's arguments fail to comply with 37 CFR 1.111 (b) because they amount 
to a general allegation that the claims define a patentable invention without specifically 
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pointing out how the language of the claims patentably distinguishes them from the 
references. 

29. Applicant's arguments are merely directed towards antedating the Johansen et 
al. reference (US 7,303,533 B2) as prior art via the declaration of prior-invention filed 
under 35 U.S.C. 1 .131 . Applicant's attention is respectfully directed to the Response to 
Amendment section hereinabove. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEFFREY G. HOEKSTRA whose telephone number is 
(571)272-7232. The examiner can normally be reached on Monday through Friday 8am 
to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571)272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Jeffrey G Hoekstra/ 
Examiner, Art Unit 3736 



